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You are responsible for investigating and reviewingthese materialsto ensurecomplimu
with applicable regulations.

YOUshould take prompt don to COm~ &SC ViO~OIIS.Failure:0promptly correct
these violations may result in regulatory action&g initiated by FDA without fbrtkr
noth These ations i.ncIudq but am not limit~ to, - injunctions ador avil
penalties.

Please noti& thisofficeinwritingwithin15WOdchIgdaysof your receipt of this letter of
the specific steps you have taken to correct the cited violations. Your response should
includesteps being taken to address misleading information currently in thenwketplam
md actionsto prevent similar violations in the fbture. If corrective wtions cannot be
completed within 15 working dam state the reason for the delay and the time within
which the corrections VWbe completed.

Send your response to Deborah WOK Promotion and Advertising Poli~ S- Office of
compliance (HEZ-302), Center for Devices and Radiological Heal~ 2098 GaitherRod
RockviUe, Mqh.nd 20850.

A copy of this letter is being sent to FDA’s LOSAngeles District Office. Please send a
copy of your response to the District Director, Los Angeles District Office @FR-PA240),
19900 MacArthur Boulevard, Suite 300, Winq California 92715.

sincerely,

Director
Office of Compliance
Center for Devks and

RtUiiO~O@CdHealth


